JIucrorka: Undopmanud 3a nanue

Hexcanosa 1 mg/ml xanxn 3a oun, p:
Dexanova 1 mg/ml eye drops, solutil;

g I LN M Efhtvtanrdd FrEsVES kAN ANER

aexcamerazonos docdat (dexamethasone phosphate)

IIpovereTe BHUMATEJIHO IRIATA JHCTOBKA, HPeAH Aa 3aMO0YHETE Aa NPHEMATe TOBA JICKapcTBO,
ThH KaTo T ChIBPKA BAKHA 32 Bac ungopmanus,

v 3amnazere Tazu JUCTORKA. MOKE A ce HaNOXKH A4 s NpoUeTETe OTHOBO.

. AKO AMaTe HAKAKBH OOMBIHUTEIHM BENPOCH, onuTalite Bamms nekap win dapMauenT.

. Tosa nekapcTeo e npeamnucaHo nuyuHo Ha Bac. He ro npeoTcThnBaiTe Ha Apyry xopa. To Moxe
Aa MM HaBpe/H, HEIABHCUMO Y€ MPU3HAUXTE Ha TAXHOTO 3abonaBaHe ca cpluMTe Kato BatunTe.

. AKO NONYUYHTE HAKAKBY HEXKEJIAHN JISKAPCTBEHH PeaKIMy, yBeaoMeTe BalllHs Jiekap Hny

cdapmanieBT. ToBa BRJIIOYBA H BCHYKH BB3MOXKHH HEXKEIAHU PeakuyK, HCOIMCARHHN B Tasy
JTHCTOBKA. Brokre Touka 4.

KakBo ¢bhabpxa Ta3u JIHCTOBRA

Kakro npepcrasisnea JIEKCAHOBA M 32 KaKBO C€ M3MOA3BA

. Kakso Tpsa6GBa aa zHaeTe, npeiu Aa OpHAGKuTe JlekcaHOBa
Kak pa npunarare JlekcanoBa

- BB3MOXHU HEXeEJTaHU peaklHu
Kak na cexpansasare JekcaHosa
ChIObPKAHUE Ha OIAKOBKATA M TOMTBJIHUTENHA MHPOpMaLus.
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1. Kaxspo npeacraBisiBa JleKcaHOBa H 32 KAKBO €€ HINOJI3BA

JlexcaHoBa e nox OpMaTa Ha KaIlky 32 O4H, IOCTABEHH B MHOT0/I030B KOHTEHHED, KOUTO ChAbPKAT
BEILECTBO HApeMeHo AckcaMerasoH. ToBa BelllecTBO NPENCTAB/IABA KOPTHKOCTEPOM, KOHTO MOTHCKA
CHMIITTOMMTE Ha BB3MAIEHHETO.

JlekcaHOBA ce H3MON3BA 33 JIEHeHAE Ha Bh3MANeHHe, 3acAraio Bamero(ure) oko (04H).

Quure He Tpabsa fa Guaar uHGEKTUpaHU (3aUePRCHH, OTAEASINN CeKpeT, Chia3anm). B npotnsen
chyuaii e HeoGX0AUMO KOMOHHHpaHO JieueHue ChC cneuudHuHa Tepanus 3a Bamara nadexims
(BIDKTE TOYKA 2).

2. Kaxso Tpa6Ba Aa 3maere, npexu ga npunoxure Jdexcanosa

He npunaraiiTe JlekcaHoBa

. AKO UMaTe 0uHa HHPEKINH, KOATO Moxe a 6bae Gakrepuanta (0cTpa rHOMHA HH(eKIHA),
rL6uYHa, BUPYCHA (XEPHECHY BUDPYCH, BAKILMHNS BUPYC, BapHilena-30CTep BHPYC) UM amedHa;

° AKO HMaTe yBpeKAaHe Ha poroBuuata (nepdopauus, passf3BgBaHe UM IPOMEHM, CBBP3AHA C
HEITBJITHO 3a37paBsIBaHe);

. AKO HMaTe O¥Ha XHIepTeH3nd (IOBHIIEHO BbTPE0YHO HAATAHE), 32 KOATO € U3BECTHO, Y€ €
NPHYMHEHA OT IITIOKOCTEPOHIM (BUI KOPTHKOCTEPOHIH);

. Axo cTe ajieprudHHE KbM JeKCAMeTa30H0B HaTpnes GochaT WK KbM HIKOs OT OCTAHAITHTE

CBHCTABKH Ha TOBA NEKAPCTRO (H3OPOEHHU B TOUKA 6).

IpeaynpexieHnas H NPeIIa3ZHu MepPKH
ToBopere ¢ Bawng nexap win apmauesT, npeqH aa u3nonspare JlekcaHosa.
HE HH)KEKTHPAHTE, HE IIOTJTBIJAHTE

Hszbszeatime konmaxm mexcoy 8upxa HA OMKANEAUIOMO YCMPOUCMEO U OKOMQ Wi
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» HeoOxoaumo e cTPUKTHO NpocaeasBaHe OT oPTAIMONCr O BpeMe Ha ynotpedara va Jexcanosa, u
ocobeHo:

- TIpH Aclia ¥ NaLMEeHTH B cTapdecka BB3pacT. Ilpenopr4sa ce mo-4ecTo npocaeaaBate ot
o¢ranmoror;

- axko uMare ouxa uHexus. Wanonspaiire J{excaHoBa caMO ako € NPOBEXKIAHO
AHTHHHQEKLIHO3HO JIeYeHHE;

- @Ko cTpajare OT pa3dA3BABAHE Ha porosuiata. He nipwiaraiite 10KanHo gedeHHe ¢
ACKCaMeTas0H Wi JleKcaHOBa, OCBEH B CIIyYaHTe, KOTaTO BB3MAICHHETO € OCHOBHA IPHUMHA 34
6aBHOTO 3a3/lpaBsBaHE,

- 8KO CTe C MOBMIIEHO BHTPEOMHO HANATaHe. AKO Be4¢ ¢Te HMAIH HEXKEJJAaHH peakKUHH ITPH
NeYeHHe ¢ JOKATHH CTEPOHIH, BOASIH 10 NOBHIIEHO BETPEOUHO Hasraue, o npu Bac ¢
HATHIE PUCK OT TIOABA HA NOBHIICHO BLTPEOYHO HANAIAHE TIPH JIEYEHHE ¢ JJeKCaHORa;

- aKO HMAaTe [JIAyKOMa.

¢ Jleua: HeoOXOAMMO € M30ArBaHE HA MPOIBIDKUTENHO HENPEKBCHATO JIEUEHHE;
Texpk asepruyed KOHKHKTHBUT: aKO HMATE TEAKBK aleprudeH KOHIOHKTHBHT, KOUTO He Ce
NOBJIUABA OT CTAHNAPTHO JieueHHe, uanonlpaiite JlekcaHosa caMo 3a KpaThk NCPHOL OT BpeMe;

o Jualeruuy: akoe cre anadberuk, HHpopMupaitre Banmsa ogranmoror,

e 3auepBABAHE Ha QUUTE: aKO HMATE 3aUePBABAHE HA OUMTE, KOETO HE € AUArHOCTULMPAHO, He
uinomsBaite JlekcaHoRa,

o Koutaxrtyu neiyy: TpaOBa A2 u3bareare HOCEHETO Ha KOHTAKTHH JIELIH O BPeMe HA NNEUSHUE ¢
JlekcaHosa;

o TManmeHTy ¢ M3BECTHA CBPBXUYBCTBHTEIHOCT KM cpebpo, He Tpabea ia uinonssat Jlekcanosa,

TBil KATO NPH/IaraHUTE KallKH MOXE [ ChBPAKAT MAIKY KOsHUYecTBa opedpo.

I'opopete ¢ Baulus nekap, ako NOMy4HTe OTHYaHE HIH HaNbIHEETE B 0GIACTTA HA TANOTO U AHUETO,
THil KaTO TORA OGHKHOBEHO €4 ITEPBUTE NPOABH HA CHHIPOM, HapeueH cunapoM Ha Kywuur, Crien
CTIMpaHe Ha NPOABIKHUTENHO HIM HHTSH3MBHO JieveHHe ¢ JIeKCaHOBa, MOXE 12 HACTBIM IOTUCKAHE HA
PyHxLpAT2 Ha HanOpOpeunuTe #Uie3u. I'osopete ¢ Bamus siexap nNpenw Aa CnpeTe NeHCHHETO CH 10
cofcTBeHO xenanue. Tesn pruckose ¢a 0co0EHO CEPHO3HH NP JICLIA H NIALHEeHTH JTEKYBaHU C
JIEKapCTBa, ChABPKAUIH PHTOHABHAD HIH KOORUMCTAT.

Cerpxere ce ¢ Bamug nexap, ako MMate 3aMbIrIEHO 3pEHHE WITH APYTH 3PUTE/IHH HAPYILICHHA.

Apyru nekaperea u fexcanona

AX0 HU3MON3BATE APYro JIeKapCTBO 3a& NpHIaraHe B 0YHTE, TpOBa ja u3vakate 13 MUHYTH MEXAY
OTHEMHUTE MPHIOKEHHUA.

Tosopere ¢ Baiwvis nekap, ako MpHeMaTe PUTOHABUP WM KOOHLIMCTAT, THH KaTo TOBA MOXKE 1a
YBEJIHYH KOJHHEECTBOTO HA IeKCAMETAa30H B KPLBTA.

[1o BpeMe Ha EAHOBPEMEHHO JIOKAHO NpUIAraHe Ha crepouM M Oera-6a0KepH ca HabonaBasu
ClyvMau Ha oTjaraHe Ha kaiuues ¢gocdar B NOBLPXHOCTTa Ha POrOBHLATA.

Tpsbea 0a xaxceme Ha Bauus nexap uau papmayesm, ako UNOA3BAMeE, HACKOPO CMe USRONIBANU WA
e 8BLIMODICHO 0a usnonzsame Opyau r1eKapcmed.

BpemeHHOCY , KbpMeHe U PEePTHIANTET

bpeMeHHOoCT

Hma orpannuen faHuu 3a ynorpebara Ha JexcaHosa o BpeMe Ha OpeMEHHOCT 38 OLICHKa Ha
BB3MOXHUTE HexcenauH edexru, [Topaau Tazn npuavia, yniorpedbara Ha Jexcanosa 1o BpeMe Ha
OpeMeHHOCT HE Ce ApenophYBa.

Kppmene
He ¢ w3secTHO Jany TOBA JIEKAPCTBO ce OTAeNs B KbpMara, Benpekn ToBa, o0LAT

JeKcaMeTa30H € HHCKa, nopaad koero JlekcaHoRa MOXKE [1a CE€ npusiara B NepMo



Ako cTe OpeMeHHa WIH KbpMHTE, CMATATE, Y€ MOXE Aa CTe OpeMeHHa HITH TUIaHHpaTe OpeMEHHOCT,
nochrBeTRaiiTe ¢¢ ¢ Baiya nmexap win gapmanesT npeay ynorpedara Ha TOBA NEKAPCTBO.

IModupane u paboTa ¢ MALIMAH

Kaxro npu BCHYKH KankH 33 O4M, BPEMEHHOTO 3aMBIVIABAHE Ha 3PEHHETO WIH APYTH 3pHTEIHU
HApYIICHUA MOTaT Ja NOBIUAAT cmocobHoCTTa 38 modupane win pabota ¢ MawHHy. He modgupaiire
H He paoreTe ¢ MAaIIMHMK, IOKATO 3pEHUETO BU HE ¢e HOpMaNU3Hpa.

Hexcanora cuaAbpka pocparu
Tosa nexapcreo cpabpka 2,177 mg Gocdhati B €AMH MHUIIWIATHP pa3TBOP.

AKo cTpafaTe OT TEXKO yBpeskaaHe Ha Mpo3padHHs CJIOH B Npe/iHATa YaCcT Ha OKOTO (poroBMuaTa), B

MHOTr0 peiaKH ciiydad ¢ocdarure Morar Ja Joeejar A0 NOABa HA MBTHH NETRHIIA BBPXY POTOBHLIATA,
IBJDKAINY C€ HA HATPYNRAaHE Ha KAIIHMH IO BpEME Ha JICHICHHETO.

3. Kak na ninoassare Jexcanosa

Jo3upoBka
BHHArH U3NON3BaliTe TOBA IEKAPCTBO TOMHO KaKTO Bu € kazan Bammar nekap. AKO He cTe CHT'yPHM B
Heulo, nornTakite Bauiua nekap wik (papMalesT.

INpenopsuuTeHarTa fo3a ¢ 1 kanka, npuwiaraia 4 10 6 kT JHSBHO B 3aCETHATOTO OKO. [Tpu TexXKH
CITyuau, Jle4eHHETO MOXKe /12 3amoyHe ¢ 1 Karka Ha BCEKH 4ac, KaTo Jozara TpsibBa fa ObAe HaMaleHa
1o 1 kanka Ha Beeku 4 yaca, KoraTo ce 3a0enexu rnogodpenue. 3a n30sAreaHe Ha PeLIHAMB Ce
NpenopbhyBa NOCTEIICHHO HAMaAABaHe Ha A03aTa.

- [TauyeHTH B CTap4yecka BE3PACT: He e HeoOxoaMMa JONBJIHWTENHA MTPOMsHA Ha f03aTa.

- Jeua: Tpsabsa na ce H36ATBa NPOABIKHTENHO HEMPEKBCHATO JIEYEHHE,

HauuH Ha npuaarate
OyHo NpUWIcKEHHe: TORA JIEKAPCTRO € NPeNHA3HAYeHO CaMO 3a IIpHiaraHe B OKOTO.

(® HszmuiiTe ao6pe pulieTe €l IPEIN Ja HIION3BaTE MPOAYKTA.

@ IlocTaBere eqHA KANKA B 34CErHATOTO 0KO, KaTO I71eNaTe HAarope M JIeKO M3AbpI1aTe HajoIy C
NPECT JOJHHA KJIETay.

® Begnara clien NPWIAraHeTo, NPHTHCHETE JIEKO C MPBCT BETPEIIHNA BB/ Ha TPETHPAHOTO OKO 34
HAKOMKO MHHYTH (C L1e] HaMaIIBaHE Ha PHCKA OT CUCTEMHH peaklHu H NOBHIIABaHe Ha
[IPOHHKBAHETO HA aKTHBHOTO BEILECTBO B OKOTO).

@ Cnex ynorpeba u npenn 3aTapane Ha GyTHIKaTa, MHOTOJO30BHAT KOHTeHHEep Tp:abea fa ce
3aBBPTH eJHOKPaTHO B TNI0cOKa Hagony (Ge3 Aa ce 1OKOCBA HAKPaHHHKET Ha Kankomepa), 3a
OTCTpAaHABAaHe HA OCTATHYHY KONHYECTEA pa3TROP OT BhPXa Ha Kankomepa. ToBa ce Halara ¢ e
OCHTypsiIBaHE Ha MPABUIHOTO OCBOOMKIABAHE HA CJICABALIMTE KarkK.

YecToTa HA NPUAOKEHHE
4 no 6 MbTH OHEBHO

HpoaL/UKATENHOCT Ha JIEYEHHETO
[poaemKHTEIHOCTTA Ha JIEYeHHETO 0ONKHOBEHO BaPHPa OT HAKOAKO JHH 00 MakCHMyM 14 qHu.

Axo cte npriiokuay nopeve Jexcanopa, 0TKoIkoTO TpRbBa
MsrnakHeTe OKOTO ChC CTEPHIIHA BOIA, AKO CTE MPHIOKWIH NPEKANCHO rOJAMO
IEKAPCTBOTO MY KMATE NPOIL/DKHTEIHO Jpa3HeHe.

Hesabasno ce cevpoiceme ¢ Bawus nexap wru papmayesm.




AKO ¢Te nponycHaay aa npunoxkure dexkcanosa
He npunarafiTe qrofiHa K03a, 3a a KOMIIEHCHpaTe NPOITycHaTaTa A03a.

Axo cte cnpean ynorpetara ua Jlexcanosa

He cuupalite pHe3anuo gedyeHueTo cH. Bunary ce koHcyirrupaiite ¢ Bawuns nekap, ako odMucnare
CIIHPAHE HA JICYCHHETO.

AKO HMAaTe HAKaKBH AOITLIHHTEIHH BLIIPOCH, CBBP3aHH ¢ ynorpedaTa Ha TOBA JIEKapCTBO, MONUTANTE
Bamusa nexap win papManesT.

4. Bb3MOXKHH HEXeJAHH PeaKklHH

KaxTo BCUMKH JIEKAPCTBA, TOBA JICKAPCTBO MOXKE JA MPEAH3BHKA HEXKEIAHH PEaKLHH, BRIIPEKH Y€ HE
BCEKHM I'Ml TIOTy4aBa.

Hapvmienyd HR ¢HAOKPRHHATA CHCTEMA

Hevecmu (mooice oa 3aceznam 0o 1 na 100 oyuwy)

®  aKo JICKapCTBOTO ce NIpIiara uecto, Odpelrte MoXke na MPOn3BeKIAT HEAOCTATHYHO
KONMMYECTBO XOPMOHH (NMOTHCKAHE Ha QyHKUMATA HA HAAOBOpeuHaTa Kopa), KOETO MOXKE Aa e
NPOSBH KaTO MOHWKABAHE HA KPBBHATA 3axap, 06e3BoHABaHE, 3ary0a Ha TEro U 0OBPKAHOCT MO
OTHOIUEHKHE HA TOBa KBAE C&¢ HAMHPATE,;

¢  XopMmOHATHM NpoGNeMH: 3aCHIBaHE HA OKOCMABAHETO 10 TAJIOTO (0COOSHO MPH JKEHH),
MyCKYJIHa ¢1a00cT K 3ary6a Ha MyCKyJ/IHa Maca, JIHIABH CTPHHU 110 KOXKaTa, MOBHINCHO KPBBHO
HaJAraHe, HEpPeNOBHA W/ JIMIICBALA MEHCTPYALMA, IPOMAHA B HMUBATA Ha OCITHUMTE M KA B
OprasH3Ma, COHpaHe Ha pacTeska MPU AeLia M MIaIesku, M TIOAyBaHe M HAITbAHABAHE B 00/actra
Ha TSUI0TO U JHleTo (cuHApoM Ha KyluuHr) (Biwkre TovKa 2, , JIpeaynpexXieHns U Tipeanasiu
MEPKM).

HapyliieHus Ha 09UTE

Mhuozo vecmu (mooice 0a 3aceznam noaeve om 1 na 10 oywiu)
® JNOBMLIEHO HAISTAHE B OKOTO, CJie 2 CEIMHULIN JICUCHHE.

Yecmuy (Moxce Oa 3aceenam 00 1 na 10 oyuu)
¢ jauckoMdopT, Apa3HeHe, NapeHe, CMbAEHE, ChbpOexk B OKOTO W 3aMBIVIEHO 3PEHHE, BE3HUKBAIIH
caen npuioxenne. Topa OGMKHOBEHO Ca KPATKOTPAHHH H JIEKH CHMITTOMH.

Hevecmu (mooice 0a 3aceznam oo 1 na 100 oywu)
*  aJeprudHY peaklHH U PeaKiyv Ha CBPBXYYBCTBUTEIHOCT KbM HAKOA OT CHCTABKUTE HA KaNKHTE
33 O4H,;

e 330aBeHO 3a34paBABaHE;

¢ [MOMBLTHABAHE HA JielIaTa (KkaTapakra);
o  pHpEKUMH;

® [JIayKOMA.

Muozo pedxu (mooice 0a zaceznam oo 1 na 10 000 oyuw)
BE3MNAICHHE HA OUHUTE MeMOpaHH (KOHIOHKTHBUT),
pasiIMpeHHe Ha 3CHULHTE (MHAPHA3a);

OTOK Ha JuueTo ((hanuaneH enem);

YBHCBaHE Ha Kienaynre (nro3sa);

BB3NaneHue Ha HpHca (YBEHT);




otTiaraHe Ha xanuul (kampdukauus) rmo poropuLata;
BRB3IIAJIEHME HA pOroBHLIaTa (KpHCTANHA KEpaTonaTHA);
IIPOMeHH B ZiebenyHaTa Ha POroBHIaTa;

OTOK Ha POroBMIIATA;

pass3BABaHe Ha pOroBHLATA;

nepdopauus Ha poroBHLaTa.

Crofuiapate Ha HeYKeNaHH PeaklHH
AKO NoOJyuyuTe HIKAKBH HEXENAHH JIEKAPCTBEHH peakiuH, yeeaoMeTe Balnua nekap win dapManesT.

Topa BKIIOYBA BCHUKM BBE3MOKHU HEOIMMCAHHM B Ta3H JIMCTOBKA HEXKEaHH peakuuu. Moxere cullo na
CBHOOUIMTE HEXKENAaHH PEAKLIHM JUPEKTHO Ype3:

HM3nbadnTeIHa areHLMA 110 JIeKapeTBaTa
yi. ,,JdaMad I'pyes® Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Karo cpobiianare HeXenaHHd peakuUWH, MOXKETEe Ja JajeTe CBOA IPUHOC 3a MOMy4aBaHe Ha [TORCHE
uHGopMalHg oTHOCHO 0e30nacHOCTTa Ha TOBA JIEKAPCTERO.

5. Kak ga cexpangasarte JlekcaHoBa
Jla ce cpXpaHspa Ha MACTO, HEJOCTBITHO 32 ACLA.

He usnonzgalite TOBA JEKAPCTBO CIE CPOKA HA NOLHOCT, oT0end3aH BEpXY MHOFOA030BM KOHTEeHHeD
cnen .l oneH no*“. CpOKBT Ha TOAHOCT OTrOBAPsA Ha MOCNSAHHA ACH OT MOCOUSHHA MeceLll,

Cnen MbPBOHAYAIIHOTO OTBapsHe HA OyTUIKaTa: M3N0NI3BaHTe MHOTONO30BYA KOHTEHHED B PAMKHMTE Ha
28 nuu.

Tora JIEKApCTBO HE U3NUCKBA CIICUWANHH YCITOBHA Ha ChXpaHCHHC.

He u3xsbpasiiTe JEKapCTBaTa B KAHANU3ALMATA WIH B KOHTeHHepa 3a qoMaluHu oTraabLy. [lonnranTe
Bawma (apMaleBT Kak Ja W3XBHPIUITE JIEKAPCTBAaTa, KOMTO Beéue He M3nofspare. Tesm Mepku wie
CIOMOTHAT 33 OMa3BaHe Ha OKOJIHATA cpela.

6. Conabp:xkaHue HA ONAKOBKATA H AONBJIHHTENHA HHpOpPMANHS
Kakpo ceaspxa Jexcanosa

- AKTHBHO BEIIECTBO: lekcaMeTa3zoHos docdar. Bceky MILTHITHTBD OT pa3sTBOpa chbAbpKa 1 mg
nexcamerazoHos docdat (dexamethasone phosphate) xaro aekcamerasoHoB HaTpues (ocdar
(dexamethasone sodium phosphate).

- JIpyru cecraBku: guHaTpres Qocdar noaexaxunpar (E 339), Hatpues XNopra, AMHATpHEB
eleTaT, COJIHa KuceauHa (3a kopekius Ha pH), HaTpuera ocHoBa (3a kopekuus Ha pH) # Boza 3a
WHDKEKLIUH.

Kak m3raexkna dekcaHoBa # KAKBO ChABb KA ONAKOBXKATA

JlexcaHoBa e OUCTBP, Oe3lBeTeH pasTBROP noJ (hopMaTa Ha Kanku 3a O4H, pasmp
MHOroJ030B KOHTelHep, Bcexn MHOro1030B KoHTeiiHep nipeacTaBnsiBa Osia 6



C HMCKa IUIBTHOCT H BMECTHMOCT 11 ml, cHabaeHa ¢ kankoMep M Kanayka Ha BHHT. Bedka OyTHiTKa
cpAbpAKa 6 mi pasTBOP.

Bcsixa xapTOHeHa ONAKOBKA BKIOYBA | MK 3 MHOrOAO30BH KOHTEHHepa.

He BcHyKH BHIOBE ONAKOBKK Morar aa Obat mycHaTH Ha nasapa.

IIpuTexaTe)1 HA Pa3spelICHHETO 3a YNOTpeda H NPOH3BOAHTE

Pharmaselect International Beteiligungs GmbH

Ernst-Melchior-Gasse 20
1020 Wien, AscTpis

3a JonbJHKUTENHA HHPOpMaLMI OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJIA CBBPXKETe ce C
NIpUTEXATEN Ha Pa3pelleHHETO 3a yoTpeda, 1ocoYeH No-rope.

JlaTa Ha nocjaeAHO npepasriexiaHe Ha aacrobkara 01/2023




